Clon 2%
beclomethasone dipropionate

Monodose vials (2mi) for aerosol therapy

COMPOSITION

100 mi of sterile suspension contain:

Actrva Ingredient: Beclomethasone dipropionate 0.040 g.

Excipients: Sodium chionde; Polysorbate 20; Sorbitan monolaurate; Water for injections.

PHARMACO -THERAPEUTIC CATEGORY
Antiasthmaltic coricostersid for asrosol,

THERAPEUTIC INDICATIONS

Control of the development of asthmatic diseases and bronchostenotic conditions. Al or vasomealor rhinitis,
inflammatory and allergic affections of the nasal cavities and of the rhino-pharyngeal tract
CONTRAINDICATIONS

Active or latant viral and tubercular infections. Individual hypersensitivity o any of tha components.
Contraindicated during pregnancy and lactation (2es Special Warmmgs)

PRECAUTIONS FOR USE

Infections of the nasal cavities or of paranasal sinuses should be treated with a suitable therapy, but do not
represant specific contraindications to the use of CLENIL, Though CLENIL is able to control in most of cases
saasonal allergic rhinitis, an abnomally high stimiuation of allsrgens could require a suitable supplemental therapy.
Patients switching from continuas treatment with steroids by systemic route fo therapy with CLENIL must be
cautious if there s any reason 1o suppose that the adrenal function is impaired. However, at the beginning,
CLENIL should be administered without discontinuing the systemia treatment, which should then be gradually
reduced while keeping the patients undar regular control (parodical tests of the cortico-adrenal functions, in
particular, should be perormed) and modifying the dosage of CLENIL according to the obtalined results. During
penods of stress or sevaere asthmatic crisis, IE);lltinm'ns uncergoing this switch should have supplemental treatment
with systemic steroids. Therapy with CLENIL has not shown any reduction of plasma cortisol concentrafions, 5o
far. This reduction was only obsarved in patients receiving double the maximum advised dose of beclomethasone
dipropionate administrated by pressurised aergsol, Patients should bé kept under strict madical contrad during
ﬂtﬂwgﬁ treatments, in order (o avoid impairment of the adrenal function, possibly occumng following excessive
uge of the product. These cases am unliksly 10 occur, but in case treatment should be discontinued and the patients
immediately protected against the effects of the adrenal suppression, by a suitable systemic therapy.

SPECIAL WARNINGS

FPragnancy and Lactation: The drug must not be administered dunng the first three months of pregnancy. In the

;qmmnlw. durllng lactation and first infancy CLENIL should be givan only In case of real nead and under
frect m al control.

POSOLOGY, METHOD AND FREQUENCY OF ADMINISTRATION

Adulis: 1 monodose vial once, twice dally.

Childran: half content of a monodose vial once, twice daily.

On the vial a mark coresponding to half a dose is reported.

Shake well before use.

Instruction for use of monodose vial

Foliow the indication below to use the monadose vial:

1} Bend the vial in the two directions {see fig. A)

z:|r Separate the manodosa vial from the strip at the top and then in the central part of the vial (sea fig. B}

J) Shake well the vial in order to homogenisa the suspension, Repeat this operation until the suspension content
Is homogeneously mixed up (see fig. C)

41 Open the vial by rotating the twist-off stopper (ses fig. O}

5] Gently squeeze the vial to drop the drsg at the prescribed dose inta the nebuliser chamber, by moderataly

ﬂmsuing the vial walls (see fig. E)

6] If only half dose Is required, reinsert the cap upside down by pushing it onto the wal (sea fig, Fj. The vial closed
in this way must be stored at 2°C to 8°C {in the refrigerator) and the residual quantity has fo be used within
12 hours after first opaning.
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UNDESIRABLE EFFECTS

Following administration of beclomethasone diproplonate by aerosol route, In some patients candidiasis
rmsght ooour in mouth or throat. Patients with anamnestc or laboratory data indicating a previous infection
could sasily develop this compiication, The incidenca of candidiasis seems to be refated to the administared
dose. This affection generally responds to & suitable topical anti-mycotic t without discontinuing
the reatment with beclomethasone dipropionate. The onset of these mycotic ne can be markedty
reduced by reguiar rinsing the mouth after each application.

In patiants with very sansitive airways, the use ol the drug could give risa 1o cough and hoarsanass.

The occurrence of undesirable effects Is reduced If instructions are strictly followed,
Inform your doctor or pharmacist, should any undesirable effacts not described in this leaflat ocour.
SHELF LIFE AND SPECIAL PRECAUTIONS FOR STORAGE

Store the product vertically, as described on the outer pack.

Expiry date: sea outer pack; this date refers 1o the corectly stored and unopened package,
Monadose vials can be stored out of the profecting strip up to 3 months.

If only hall dosa s used, the residual guantity of the vial has to be slored al 2°C 1o B"C (in tha ralrigeratos)
and must ba used within 12 hours.

Warning: Do not use beyond the expiry date reported on the outer pack.
Keap out of the reach of children
Last revision: March 2003
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